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Food and Drug Administration

Rockvilie MD 20857

Elizabeth K. Barbehew Ph.D.
Larry D. Sasic~ Pharm.D., M.P.H., FASHP
Sidney M. Wolfe, M.D.
Public Ckizen’s Health Research Group
1600 20th Street, N.W.
Washingto~ DC 20009-1001

Cindy Pearso~ Director
National Women’s Health Network
514 loth Street, N.W.
Suite 400
Washington DC 20004

Re Docket No. 99P- 1231/CPl

Dear Dr. Barbehenn, Mr. Sasich, Dr. Wolfe, and Ms. Pearson:

Pursuant to 21 CFR 10.30(e)(2), this letter informs you that the Food and Drug Administration
(FDA) is still considering the issues you raised in your citizen petition requesting that FDA
require a medication guide for patients and revise the physician prescribing information for
tamoxifen (NOLVADEX).

We wi~lrespond to your petition once we have reached a decision on your request.

Sincerely yours,

Janet Woodcock, M.D.
Director
Center for Drug Evaluation and Research
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